From the Director's Desk...

TSNRP has undergone
many changesin the last
two and a half years. If
you'’ ve been involved with
the program for afew years,
you many have noticed
these changes, one of which
isreporting on the progress
of your study.

In an effort to keep investi-
gatorsinformed, the TSNRP
web site has been greatly
expanded since October
2000, and now includes
opportunities for dissemina-
tion; application eligibility,
requirements, and all neces-
sary forms; previously
funded TSNRP research
with findings; references

and relevant links; and Re-
source Center activities.

With heightened activity
here and abroad, many of
you have taken on addi-
tional job responsibilities,
and may have little time to
routinely check the TSNRP
website for updates. Enter
our new quarterly newslet-
ter! Geared toward keeping
TSNRP investigators up on
program changes and hap-
penings, as well as on ac-
complishments of their
TSNRP colleagues, we hope
the newsletter will provide
networking avenues be-
tween and among the three
services active duty, re-
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serve, guard, and re-
tired military nurse re-
searchers.

We hope you find the
information in the
newsletter helpful, and
look forward to your
comments!

Diep Duong
Lt Col, USAF, NC
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Grant Camp 2003: Proposal-Writing Workshop

TSNRP invites active duty
and reserve Army, Air
Force, and Navy nurses with
aresearch plan and who
have not previously partici-
pated in aTSNRP-
sponsored Grant Camp to
participate in Grant Camp
2003, a 2-phased workshop.
Phase | coversall aspects of
proposal development, from
pre-submission activities to
packaging the application,
even alerting participants to
fatal flawsto avoid in writ-
ing aproposal. Faculty
from academia and the mili-
tary will discussPrinciples
for Successin Grants De-

vel opment, Measurement,
Methods, Human Subject
Protection and IRB, and the
TSNRP Review
Process. Partici-
pants have daily
opportunities for
one-on-one con-
sultation with
individual fac-
ulty mentorsto
deal with con-
cerns specific to their own
proposals. Phasell famil-
iarizes attendees with the
scientific review process
through hands-on participa-
tion in mock reviews.
Thisyear, Grant Camp’s 1%

phaseis scheduled for 15-20
June 2003; the 2" phase
will take place on 19-20
September.
Commitment to
attend both
phasesisre-
quired. Spon-
sorship will be
provided to
cover registra-
tion, travel
costs, and per diem. Appli-
cation deadline is 30 March
2003.

After last year’'s Grant
Camp, 75 percent of 14 par-
ticipating military nurses

made a commitment to sub-
mit a grant proposal to
TSNRP or another funding
source within the next 12
months. Five participants
submitted proposals for the
first of the FY03 Callsfor
Proposals. Last year’s par-
ticipants were enthusiastic
about the Camp ...“[The
TSNRP Grant Camp was]
perfect for proposal writ-
ers,” commented one satis-
fied participant.

Visit the TSNRP website
www.usuhs.mil/tsnrp or call
the TSNRP office for more
information.
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From the Grant Specialists......

In each newsletter, TSNRP Grant Specialists will choose atopic that frequently surfaces in discussions with Principal Investigators and/or
grantee organizations. We'll also present new or revised information related to grant management. If you have atopic you'd like to seein this
column, contact your TSNRP Grants Specidlist, or send an email to the TSNRP office at tsnrp@usuhs.mil.

Adverse Events — What Are They and What You Need To Do About Them

Problems involving risk to participants may
occur during the course of aresearch study
and require appropriate and timely re-
sponses. “An adverse event (AE) isan oc-
currence or situation during the course of a
research project that was 1) harmful to a
subject taking part in the research, or 2)
increased the probability of harm to sub-
jectstaking part in the research” (Cornell
University Committee on Human Subjects,
2002).

Federal regulations governing the use of
humans in research do not provide clear
definitions or guidance for reporting AE’s.
The regulations state the institution that
granted local approval to conduct the re-
search must have “written procedures for
ensuring prompt reporting to the IRB, ap-
propriate institutional officials, and the De-
partment or Agency head, of any unantici-
pated problemsinvolving risks to subjects
or others or any serious or continuing non-
compliance with this policy or the require-
ments or determinations of the

IRB...” (45CFR46). Their definition of
“prompt” and “unanticipated problems’ can
leave the decision-making investigator
questioning what and when to report.
“Clearly, any unanticipated problem involv-
ing ‘risk’ that ultimately resultsin harm to
the subject and is related to a research inter-
vention encompasses a reportable

AE” (Prentice et al, 2002). Loca IRBS
policies, even within one service, may vary.
Therefore, “an investigator is responsible
for knowing the policies of the local IRB,
adhering to these palicies, and maintaining
a copy of the policiesin the study file. An
investigator is also responsible for the accu-
rate documentation, investigation and fol-
low-up of al possible study -related adverse

events’ (NIH, 2003),

When an unanticipated event occurs, the

Principa Investigator must initially decide

whether the event is related to the research,

can be categorized into a series of similar
events resulting in a need to change the pro-
tocol and/or consent form, or is serious
enough to require reporting to the local

IRB. Ifitis, the Pl must immediately report

the event. If the Principal Investigator has

any doubt about whether a problem in-
volved risk, TSNRP urges erring on the side
of caution and over-

reporting, and seek

guidance from the

local IRB. When in

doubt, ask!!!

Some examples of

unanticipated events

that require reporting, according to the Uni-

versity of California, Irvine' s Office of Re-

search and Graduate Studies include:

1. Desath

2. Hospitalization (including extension of
aplanned hospital stay)

3. Unanticipated negative effect requiring
treatment

4. Unusua or high frequency of expected
effects (as described in the "Risks'
section of the approved informed con-
sent document)

5. Any other suspicious negative effect
when, in the opinion of the Lead Re-
searcher, there may be arelationship to
the study

6. Birth defect/congenital anomaly
(adverse pregnancy outcome following

exposure to study procedures prior to
conception or during pregnancy)

. Download this:

Should an adverse event occur on your
TSNRP study, follow your local IRB’sin-
structions for reporting the occurrence.
Additionally, fax TSNRP a copy of the lo-
cal IRB’s notification within 24-48 hours of
the event; the notification will be forwarded
for secondary IRB review at the Uniformed
Services University.

Asaways, if any you have any questions or
concerns, contact the TSNRP office imme-
diately.
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The great tragedy of science - the
slaying of a beautiful hypothesis by

TSNRP has revised its reporting

formats. Be sure to download the
new Progre$ Report format and Final Report
format from our website at www.usuhs.mil/
tsnrp/managing/

an ugly fact.

T H Huxley
(English scientist, 1887-1975)
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In the Spotlight...

In this column we spotlight a
TSNRP nurse researcher and his/her
current study. Thisissue's
spotlight ison

COL (ret) Linda Y ode and
her FY 99 study “ Longitudinal
Outcomes from a Military
Burn Center.”

COL Linda Y oder, recently re-
tired from the Army Nurse
Corps, has been actively involved
in conducting nursing research
and coaching junior nursere-
searchers. She began working as
afull-time Army Nurse Re-
searcher in 1994 and since that time has
been involved in multiple, simultaneous
studies as a Principal, Co-, and Associate
Investigator, demonstrating not only her
passion for research, but her close ties with
fellow nurse researchers. Currently, COL
Y oder is the Principal Investigator for the
TSNRP-funded study that is evaluating the
long-term outcomes of a military burn cen-
ter, outcomes such as quality of lifeissues
for burn patients and costs related to burn
treatment. The results of the study may
one day assist in the design of an effective
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and efficient post-burn rehabilitation
program.

Although COL Y oder retired from the
Army Nurse Corps in 2002, she continues
to lead this important study. She
recently accepted a high-profile,
newly created position at the Na-
tional Institutes of Health asthe
Program Director for Nursing
Research and Outcomes Manage-
ment.
= JAssisting COL Y oder on her

| busy study isretired Army Major
Michael Yates. Yates, as Project
Director, demonstrates endless
dedication, commitment, and zest
for nursing research. Through
the endeavors of the Principal
Investigator and her Project Director, this
research study has overcome many chal-
lenges and obstacles, some common and
others not so common to nursing research.
As an example, 11 monthsinto data collec-
tion, all human use research was halted at
their performance site. No date for resum-
ing the study was provided leaving the team
in the position of finding alternative waysto
keep track of their enrolled subjects. And
theintrepid Y ates did just that.

After 6 months, the team was allowed to
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continue subject enrollment and resume the
research, but was faced with the aftermath
of September 11. Many of the beds at the
data collection facility were held open for
potential burn victims from the Pentagon
and NY C, affecting recruitment.

COL Y oder and her Project Director are a
model for teamwork. Although 1,605
miles, 26 hours, and atime zone separate
them, their cohesiveness and dedication to
the research study is apparent in all they do.
Despite the totally unpredictable challenges
COL Y oder’ sresearch study hasfaced, itis
well on itsway to becoming the first-ever
longitudinal outcomes database of burn
victims treated in the military burn center.
And at last count, they are more than half-
way through subject enrollment.

COL Y oder hopes this study will fill in the
“lack of research examining the outcomes
of burn paients once they have survived
their burn injury and then have been faced
with going home, back to work, etc.”
Through this groundbreaking research,
nursing care will be facilitated at the bed-
side, and the quality of life for burn victims
greatly enhanced. To read more about this
study, go online at: www.usuhs.mil/tsnrp/
funded/fy1999/yoder.html.

SENATOR INOUYE RECOGNIZED

ator Daniel K. Inouye
(D-Hawaii) was instru-
ental in theinitial and
in al subsequent Con-
gressional appropriationsfor the
TriService Nursing Research Pro-
gram. |In collaboration with the
Army, Air Force, and Navy Nurse
Corps, TSNRP honored Senator
Inouye’ s support of military nurs-
ing, and military nursing research.
In avideotaped ceremony held in
the Senator's office, BG Barbara
Brannon, BG William Bester, and RADM

Nancy Lescavage presented a crystal award
etched with the three Nurse Corps’ insigniasto [
Senator Inouye. Senator Inouye’s overall sup-

port for nursing, and nursing research, was

later recognized during the 2002 State of the

Science Congress (26-28 September 2002,

Washington, DC), attended by over 700 na-

Lt Col Duong snags an
autograph for the
TSNRP office.

tude.”

Senator Inouye ex-
plained theroots of his
support for military
* nurses extend back to
his hospitalization and
recuperation from inju-
ries he sustained during
WWII. “I’'msurel
speak for all men and
women who have had
the great fortune to be
= scrved by our military our
nurses, whether on the
seq, or on land, or in the
jair. 1t's because of them
that many of us are here,
healthy, and I’'m certain
that | expresstheir grati-

To view thevideotapein
its entirety, go online at

B ™

Keep in touch!!!

VY:

Update your contact
information through

website at
www.usuhs.mil/tsnrp/
updatecontact.html

Never doubt that a small
group of thoughtful, com-
mitted citizens can change
the world. Indeed, it’s the

tional and international nursing leaders and
prominent nurse scientists. In the videotape,
shown during the congress' opening ceremonies,

www. usuhs.mil/tsnrp/about/.

only thing that ever has.
Margaret Mead
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TWO

Two new funding categories were announced by TSNRP
in November 2002. These 2 new categories resulted from
suggestions by the military nursing research consultants,
military nurse researchers and clinicians, and Nurse Corps
leadership during TSNRP's Strategic Refinement Confer-
ence (August 2002).

Thefirst new award, “Resear ch Fellow Award,” aims to
provide mentored experience to Masters and Doctoral pre-
pared military nurses, for the development of specific re-
search-related skills. The award is capped at $75,000 in
direct costs for support over a 1-year period. All active
duty Masters and Doctoral prepared Nurse Corps Officers
may apply. The application deadline for this exciting
award category is4:00 p.m. EST, 18 March 2003. We
anticipate the earliest start date for this award will be Au-
gust 2003.

The second new funding category, “Fast Track Award,”
aimsto facilitate rapid implementation of short-term re-
search of emerging service-specific questions or concerns.
Thisaward is capped at $15,000 in direct costs to support
a period not to exceed 15 months. All experienced Nurse

NEW: AWARD CATEGORIES!!

Corps researchers are invited to apply; owing to the nature of
thisaward, students and novice researchers may not apply.
Therewill be 4 submission periods for thisinnovative award:

Letter of Intent Application
Deadline Deadline
4 March 2003 1 April 2003
6 May 2003 3June 2003
September 2003 October 2003*
December 2003 January 2004*

* Deadlines for the Oct. 2003 and Jan. 2004 deadlines will be announced in
the FY2004-A Call for Proposals

More information on application requirements for these new
categories can be found online at www.usuhs.mil/tsnrp. And,
as always, call our office at 301.295.7077 for more informe-
tion.




